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1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 7 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 
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I. Basis fth report > 

1 . This report has been drawn on the basis of (substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
the report since they do not contain amendments.): 

Description, pages: 

1-17 as originally filed 

Claims, No.: 

1-15 as originally filed 

Drawings, sheets: 

1/7-7/7 as originally filed 

2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

4. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), 
or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 
H claims Nos. 1-15. 

b cause: 
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E9 the said international application, or the said claims Nos. 1-4 relate to the following subject matter which does 
not require an international preliminary examination (specify)'. 

see separate sheet 

□ the description, claims or drawings (indicate particular elements belovtf or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

E2 no international search report has been established for the said claims Nos. 5-15. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


2-4 




No: 


Claims 


1 


Inventive step (IS) 


Yes: 


Claims 


3,4 




No: 


Claims 


2 


Industrial applicability (IA) 


Yes: 


Claims 


see Separate Sheet 




No: 


Claims 





2. Citations and explanations 
see separate sheet 

VI. Certain documents cited 

1 . Certain published documents (Rule 70.10) 
and / or 

2. Non-written disclosures (Rule 70.9) 
see s parate sh et 
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VIII. Certain bservations n th int rnati nal appli ation 

Th following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 



Form PCT/1PEA/409 (Boxes I- VIII, Sheet 3) (January 1994) 



INTERNATIONAL PRELIMINARY International application No. PCT/US99/1 1940 
EXAMINATION REPORT - SEPARATE SHEET 



1. Section III 

1.1 Claims 1-4 relate to subject-matter considered by this Authority to be covered by 
the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of these claims (Article 
34(4)(a)(i) PCT). However, although not required under the provisions of the PCT, an 
opinion will be given with respect to novelty and inventive step. 

1.2 This IPEA agrees with the objection as to lack of unity put forward by the ISA. The 
present application consists of two inventions, respectively claimed in claims 1 and 5. 
As explained below, the use of a combination of AZT and 3TC for the treatment of FIS 
(Invention 1) is known in the art. Therefore, the common concept underlying the two 
inventions, namely the use of AZT in conjunction with a second nucleoside analogue, is 
not new, which leads to a lack of unity a posteriori of the present application. Since the 
Applicant, upon invitation, has not paid any additional fee, the present Opinion will be 
drawn only with respect of the invention first mentioned in the application, i.e. the 
invention for which a Search Report has been established. This invention, concerned 
with the use of AZT in conjunction with another nucleoside analogue, is contained in 
claims 1-4. 

2. Section V 

2.1 Cited Documents 

The following documents (D) are referred to in this Opinion; the numbering will be 
adhered to in the rest of the procedure: 

D1: WO 96 22778 A (UNIV EMORY) 1 August 1996 

D2: WO 96 23509 A (MERCK & CO INC) 8 August 1996 

D3: WO 97 4941 1 A (GLAXO GROUP LTD) 31 December 1997 

D4: WO 96 30025 A (WELLCOME FOUND) 3 October 1996 

D5: SMYTH N.R. ET AL: 'Susceptibility in cell culture of feline immunodeficiency 

virus to eighteen antiviral agents. 1 JOURNAL OF ANTIMICROBIAL 

CHEMOTHERAPY, 34/4, 1994, 589-594 

2.2 Art 33(2) PCT (Novelty) 

The subject-matter of present claim 1 does not meet the requirements of Art 33(2) 
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PCT. 

Document D1 discloses the use of a combination of a nucleoside analogue chosen 
among those described in claim 1 and e.g. AZT (cf. claim 8) for the treatment of FIV (cf. 
p. 8, I. 2). This document is therefore novelty-destroying for claim 1 . 

2.3 Art 33(3) PCT (Inventive step) 

2.3a The subject-matter of present claims 1 and 2 does not meet the requirements of 
Art 33(3) PCT. 

The use of a combination of AZT and 3TC for the treatment of HIV is well known 
in the art, as acknowledged by the Applicant (cf. p. 2, II. 19-24 of the description; 
see also the Abstracts of documents D2 and D3). Both these drugs are separately 
active on FIV (cf. document D4, p. 592, Table). On the other side, HIV and FIV are 
closely related diseases, to the point that 'FIV infections of domestic cats is 
considered to be an excellent small animal model for testing prophylactic and 
therapeutic strategies against AIDS viruses' (cf. description, p. 1, II. 16 and 17). 
Therefore, the skilled person faced with the technical problem of finding new 
therapies for the treatment of FIV would be certainly led by these knowledges to 
the use of a combination as in present claims 1 and 2. 

2.3b The subject-matter of present claims 3 and 4 meets the requirements of Art 33(3) 
PCT. 

None of the available prior art documents suggests the combination of drug 
therapy, total body irradiation and bone marrow transplantation for the treatment 
of FIV. 

N.B. It is observed that the use of a combination of AZT, 3TC and indinavir, a protease 
inhibitor, (Invention 2) is known in the art (see document D5, Abstract) for the treatment 
of HIV, which the Applicant has acknowledged as being a closely related disease (cf. 
description, p. 1). Lack of inventiveness of the second invention therefore results. 

2.4 Art 33(4) PCT (Industrial applicability) 

As stated above, no opinion is given on the question of whether present claims 1-4 are 
industrially applicable since their patentability is inter alia dependent upon their 
formulation as well as upon national and regional laws and no unifying criteria is 
provided in this field by the PCT. 
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3. Section VI 

Certain published documents (Rule 70.10) 



Application No 
Patent No 

DE 197 03 131 
WO 99/55372 
WO 99/66936 



Publication date 
(day/month/year) 

30.7.98 
4.11.99 
29.12.99 



Filing date 
(day/month/year) 

29.1.97 
26.4.99 
24.6.99 



Priority date (valid claim) 
(day/month/year) 

29.4.98 
24.6.98 



4. Section VIII 

The expression 'another nucleoside analogue" used in claim 1 is vague and unclear and 
leaves the reader in doubt as to the meaning of the technical features to which it refers, 
thereby rendering the definition of the subject-matter of said claim unclear (Article 6 
PCT). 
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